Comparative bioavailability of two formulations of levofloxacin and effect of sex on bioequivalence analysis. Data from a randomised, 2 x 2 crossover trial in healthy volunteers.
Bioequivalence of levofloxacin (CAS 100986-85-4) 500 mg tablets was assessed in a single dose, open, randomised, crossover trial, with a minimum washout period of 7 days. Serum samples were obtained over 36 h (at baseline, 0.250, 0.500, 0.750, 1.00, 1.25, 1.50, 1.75, 2.00, 2.33, 2.67, 3.00, 4.00, 6.00, 8.00, 12.0, 16.0, 24.0, and 36.0 h post-dose). Levofloxacin serum concentration levels were determined by high-pressure liquid chromatography with fluorescence detection (LOQ 98.31 ng/mL). The 90% confidence intervals (90% Cls; obtained by ANOVA using In-transformed data) for overall bioequivalence analysis were 99.09-115.26% for Cmax, 99.41-105.60% for AUClast and 98.68-104.93% for AUCinf, that is, all within the predefined ranges. Within-gender analysis also produced 90% CIs within the predefined ranges. The use of gender-related model effects showed that sex was a significant factor for AUClast and AUCinf, however, when parameters were normalised by body weight adjusted dose, none of the tested model effects were significant. Comparison between male and female body weight showed significant differences. It may be therefore concluded that the evaluated formulations are bioequivalent in terms of rate and extent of absorption and that possible differences between male and female pharmacokinetic parameters may be related to differences in body weight.